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CARATEN

Vién nén Carvedilol

Dé xa tdm tay e em.
Doc ky huong dan s dung trudc khi ding
Thuoc nay chi dung theo don thuoc

TEN THUOC

CARATEN 12.5
CARATEN 25

THANH PHAN

Thanh phan hoat chat:
M&i vién nén CARATEN 12.5 chira Carvedilol 12,5 meg.
Mai vién nén CARATEN 25 chira Carvedilol 25 mg.

Thanh phan td dwoe: Lactose Monohydrat, Sucrose, Croscarmellose Natri, Povidon 30, Colloidal
Silicon Dloxyd Polysorbat 80, Magnesi Stearat.
Ngoai ra, mdi vién nén CARATEN 12.5 chira oxyd st vang va oxyd sat do.

MO TA SAN PHAM

CARATEN 12.5: Vién nén tron, mau cam, hai mat 161, mdt mit co6 ranh chia doi vién nam gilra
hai hinh khéc “B” va “3”, mat con lai c6 ranh chia doi vién. _
CARATEN 25: Vién nén tron, mau tring, hai mit 161, mot mit c6 ranh chia d6i vién nim gitra hai
hinh khéc “B” va *5”, mit con lai cé rdnh chia d6i vién.

DUQC LUCHQC

Nhém duoce 1y: thude chen alpha va béta
Ma ATC: CO7TAGO02

Carvedilol 1a mot hon hop racemic c6 tac dung gian mach do chen khong chon loc thy thé beta-
adrenergic, chen chon loc alphaj-adrenergic va ¢ lidu cao con c6 tic dung chen kénh calci.
Carvedilol khéng c6 tac dung ndi tai giéng giao cdm nhung ¢6 téc dung vimg bén mang té bio
yéu. Ngoal ra, carvedilol con c6 téc dung chéng OXy hoéa.

Nghién ctru lam sang da chimg minh khi dung két hop thude chen thy thé alpha, va beta lam tan
s0 tim hoi giam hodc khong thay dbi khi nghi ngoi, duy tri phan s6 tdng mau va luu lugng mau &
thdn va ngoai bién.

DUQC PONGHQC

Hap thu

Carvedilol dugc hip thu nhanh sau khi uéng. O nhimg ngudi khoe manh, ndng do ti da trong
huyét thanh dat duge khoang 1 gi¢ sau khi dung. Sinh kha dung tuyét d6i cia carvedilol & ngudi
1a khoang 25%.
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Nong 6 Irong huyét thanh cia carvedﬂol co lién quan uyén tinh dén 1iéu dimg. An udng khong
anh hudng dén sinh kha dyng hay ndng da¢ t0i da trong huyét twong, di né kéo dai thoi gian cdn
thiét 48 dat dugc ndng d6 t&i da trong huyét tuong.

Phén bé
Carvedilol rit wa ddu. Ti 1é lién két v&i protein huyét thanh khoang 98-99%. Thé tich phan bs
xap xi 2 L/kg va ting [én & bénh nhén xo gan.

Chuyén héa

Trong cac nghién clru & ngudi va dfng vat, carvedilol duge chuyen héa manh thanh nhidu chét
chuyén héa dugc bai tiét chu yéu qua mt. Tac dyng chuyén héa tén d&u sau khi udng 1 khoang
60-75%. D thiy c6 chu trinh gan rudt ctia chit gbc & déng vat.

Carvedilol bj chuyén héa manh & gan, phan (mg glucuronid héa 13 mét trong nhirmg phan {mg
chinh. Qua trinh khir methyl va hydroxyl héa vong phenol tao ra ba chit chuyén héa c6 hoat tinh
chen thy thé beta- adrenerglc

Céac nghién ciru tién 1am sang d& chi ra ring chét chuyén héa 4'- -hydroxyphenol ¢6 hoat tinh chen
thy thé beta manh hon 13 I4n so vcn carvedilol. So vdi carvedilol, ba chét chuyen héa cd hoat
tinh nay co thc dung gifin mach yéu. Ndng d6 chit chuyén héa & ngudi thip hon carvedilol
khoang 10 14n. Hai trong sé céc chit chuyén héa hydroxy-carbazol 13 chét chéng oxy héa cuc ky
manh, cho thiy hiéu lyc gdp 30-80 lan so v&i carvedilol,

Thai triv

Thoi gian ban that rung binh cia carvedilol la khoang 6 gzc bé thanh thai trong huyét tt.rcmg
khoang 500-700 ml/phut. Thai trir chil yeu qua mét va bai tiét chi yéu qua phan. Mét phan nhé
duoc thai trir qua thdn dudi dang cic chat chuyén hoda khac nhau.

Dugc dong hoc o cde nhom bénh nhin ddc biét

Bénk nkdn suy thdn

O mbt sb bénh nhin taing huyét ap va suy than tlr trung binh dén nang (44 thanh thai creatinin
<30 ml/phut), ndng d6 carvedilol trong huyét twong ting khoang 40-50% so véi bénh nhén ¢
chire néng thdn binh thudng, Nong dd dinh trong huyét tuorn% ¢ bénh nhén suy thén cling ting
trung binh 16 - 20%. Tuy nhién, c6 sy khac biét lon trong ket qua. Vi carvedilol dugc thai tra
chil yéu qua phan nén khéng c¢é sur tich liy dang ké & bénh nhan suy than.

V&1 nhing bénh nhén suy thén tir trung binh dén ning, khéng cin thay d1 lidu luong carvedilol
(xem phén Lidu ding va cach ding).

Bénh nhdn suy gan .
O bénh nhan xo gan, phin b6 toan thén cia carvedilol tang 80% do giam chuyén héa bude dau.
Do d6, chong chi dinh carvedilol & bénh nhén suy gan ¢6 biéu hién 1dm sang (xem phan Chéng
chi dinh).

Nguoi cao tudi

Tudi thc anh hudng c6 ¥ nghia théng ké dén cac thang sd duoe déng hoc cita carvedilol & bénh
nhén tang huyet ap. Mot nghién ctu trén bénh nhan ting huyet ap 12 ngudi cao tudi cho thiy
khong ¢6 su khac biét vé tac dung khéng mong muon & nhém nay so v&i cac bénh nhén tré hon.
Mét nghlen ¢iru khac lién quan dén benh nhén cao twdi bi bénh mach vanh cho thay khong cé sy
khéc biét vé tée dung khéng mong muén duoc bao c4o so vdi nhitng bénh nhan tré tudi,

Tré em
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Théng tin hién ¢ v& duge d6ng hoc & tré em dudi 18 tudi con han ché.

Bénh nhan tiéu dwong

O nhiimg bénh nhan ting, huyét ap va dai thio dudng tujp 2 khong thiy cé tac dung cla
carvedilol trén dudng huyet (l6c d6i hay sau &n) va hemoglobin Al duge glycosyl hda, do d6
khﬁng chn thay 0‘01 liéu thube didu tr ddi thio dudmg.

O bénh nhan tiéu dudng tugp 2, carvedilol khéng cé anh hudng c6 ¥ nghia théng ké dén xét
nghiém dung nap glucose. O nhiing bénh nhan ting huyét 4p khéng mic dai thio duong c6 4B
nhay insulin thay déi (Hdi chimg X), carvedllol lam téng 40 nhay insulin. Quan sat thay két qua
tuong ty & nhimg bénh nhén ting huyét ap méc bénh tiéu dudng tuyp 2.

Suy tim

Trong mdt nghién ciru trén 24 bénh nhin b suy fim, §6 thanh thai cua R-va S-carvedilol thép
hon déng k€ so véi ude tinh trudc d6 & nhimg ngudi finh nguyén khoée manh. Nhiing két qua nay
goi ¥ ring duoc 6ong hoc ctia R-va S-carvedilol bi thay déi dang ké khi suy tim.

CHI PINH

Diéu tri ting huyet ap.
Diéu tri dau tht ngue dn dinh , ]
Phéi hop trong diéu tri suy tim man tinh én dinh mic b tir trung binh dén ning.

LIEU DUNG VA CACH DUNG

CARATEN c¢6 2 ham luong: 12,5 mg va 25 mg
Liéu dung

Ting huyét dp

Carvedilol ¢6 thé diing aé dleu tri tang huyét ap don doc holc két hop vdi cée thude ha huyét éP
khac, dac bidt 13 thudc 1gi tidu thiazid. Nén udng ngay mot 1an, tuy nhién khuyén cdo lidu don 16i
da 12 25 mg va lidu hang ngay 16i da 13 50 mg.

Nguoi lon:

Liéu khoi ddu khuyén céo 14 12,5 mgx | ]am’ngay trong hai ngdy dhu. Sau dé, tlep tuc diéu tri
véi lidu 25 mg/ngay. Néu cin, c6 thé ting lidu din din v&i khoang cach it nhét hai tudn,

Ngedi cao tuei:

Li€u khcrl du khuyén cd0 14 12,5 mg x 1 Iénf’ngay, c6 thé cho higu qua day do gé txép tuc diéu tri.
Nhung néu khi ding liu _nay cho dép ung diéu tri khong day du, ¢6 thé ting lidu dan dén vdi
khoang cich ft nhét hai tudn.

Pau thit ngwe én dink

Ngueoi lon:

Liéu khoi dau khuyen cao 14 12,5 mg X 2 Iﬁn/ngay trong hai ngay. Sau do, tiép tue didu trj véi
lzeu 25mgx2 lanf‘nga Néu cén, c6 thé tlcp tuc ting liéu din dan voi khoang céch it nhét hai
tgan Liéu hang ngdy t6i da duoc khuyén céo 13 100 mg chia lam hai Ian ding thudc (50 mg x 2
lan/ngay).

Ngtroi cao tudi:

Liéu khoi déu khuyen cao la 125 mg x 2 lanfngay trong hai ngdy. Sau d6, iép tuc didu tri véi
liéu hang ngay t6i da duoc khuyén cdo 25 mg x 2 lan/ngiy.
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Phii hop trong diéu tri suy tim man tink on dinh mirc dp tiv trung binh dén ning

Phdi hop diéu tri suy tim miic do tir trung binh dén ning dé hd tro cho lisu phap didu tri théng
thudng co ban bang thude loi tidu, thude rc ché men chuyen, digitalis va‘hodc thude gidn mach.
Bénh nhén cin 6n dinh vé mit lim sang (khéng thay ddi phén loai NYHA, khdng nhap vién do
suy tim}) va liéu phap dleu tri co ban phai On dinh it nha’t 4 tudn trude khi diéu tei. Ngoal ra, bénh
nhan cin cé phan suét tong méu thit trai giam va tin s6 tim phai > 50 bpm va huyét 4p tim thu >
85 mm Hg (xem phan Chéng chi dinh).

Lidu khoi dau 14 3,125 mg x 2 lAn/ngdy trong hai tuan Néu liéu khoi dan dung nap 16t, 6 thé
tang lidu carvedilol v6i khodng cdch it nhét hai tudn, ddu tién 12 6,25 ng X 2 lan/ngay, sau do
12,5 mg x 2 lin/ngay, sau d6 14 25 mg x 2 1an/ngay. Khuyén céo ting liéu ding 1én mirc cao nht
ma bénh nhén ¢6 thé dung nap duge.

Liéu khuyén cdo tdi da 13 25 mg x 2 Jin/ngdy cho bénh nhan can ning dudi 85 kg va S0 mg x 2
1&n/ngay cho bénh nhan nang hon 85 kg, vai diéu kién 1a suy tim khéng ning. Viée ting liéu dén
50 mg x 2 14n/ngay nén duroe thire hién chn than dudi sy giam sat y té chit ché trén bénh nhan.
Céc trigu chimg suy tim x4u di ¢6 thé xuét hién thoang qua khi bt dhu dléu tri, hogc do ting lidu,
dfic bigt & bénh nhan suy tim ndng va‘hodc dang didu tri v&i thubc 1o tiéu libu cao. Trudng hop
niy thuong khang cn phai ngimg didu tri, nhung khéng nén ting liéu. Bénh nhan cin duoe theo
ddi bai bac snfchuyen gia tim mach sau khi bit dau didu trj bang carvedilol hojc ting lidu. Trudc
mdi 1n ting lidu, nén kidm tra céc triéu chimg nguy co ciia suy tim ning hon hoidc cdc tridu
chimg gidin mach qud mire (v dy: chirc ndng thén, trong huong co thé, huyet ap, nhlp tim va nhip
diéu tim). Didu tri suy tim nang hon hodc gilr nuoe bang cach ting liéu thubc lgi tidu, va khong
nén tang liéu carvedilol chio dén khi bénh nhan én dinh. Néu xay ra chm nhip tim ho#c tmng
trudmg hop kéo dai dan truyén nhi thét, trudc tién can theo di ndng 36 digoxin. Dai khi cd thé
cin giam lidu carvedilol hodc tam ngung didu tri. Ngay cd trong nhifng trudmg hop nay, viée didu
chinh 1idu carvedilol thudng cé thé duoe tiép tuc thanh cdng.

Néu didu tri bang carvedilol ngung hon hai tudn, nén bit ddu lai v6i lidu 3,125 mg x 2 lﬁnfngéy
va tang déin theo khuyén céo trén.

.A T [~ r r - el - L}
Liéu dang trén cdc nhoém bénh nhdn dic biét

Suy thén
Liéu ding phai duge xéc dinh cho timg bénh nhan. Tuy nhién theo cc théng s6 duge dong hoc,
khdng cé bing chimg cho thiy cin thiét phai didu chinh liéu carvedilot & bénh nhén suy than.

Roi logn chirc ndng gan miec ¢ vica phai
Co thé can thiét diéu chinh liéu ding.

Tré em va thanh thieu nién
Khong ¢4 @d dit ligu vé hidu qua va dd an toan cua carvedilol & tré em va thanh thidu nién dudi
18 tbi.

Nguoi cao tuéi .
Bénh nhén cao twbi cé thé nhay cam hon véi téc dung cia carvedilol va can duge theo ddi cin
than hon.

Ciing nhu céc thudc chen beta khic vi ddc biét & bénh nhén mach vanh, viéc ngung diéu tri
carvedilol cin dwgc thuc hién dn din (xem-phén Canh bao va thén trong).

Céch ding
Khdng can thiét uong thude trong bita &n. Tuy nhién, bénh nhin suy tim nén ding thubce
carvedilol ciing véi thirc an dé lam hap thu cham hon va giam nguy co ha huyét 4p thé dimg.
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CHONG CHI PINH

- Min cam véi carvedﬂol hodc vai bét k¥ thanh phin nio cia thudc.

- Suy tim khéng 6n dinh/mét bi.

- Réi loan chire niing gan c6 biéu hién l4m sing.

- Block nhi thit d6 2 v& 3 (trir khi d& durge dat may tao nhip tim vinh vién).

- Nhip tim qud chém (<50 bpm).

- H$i ching suy nit xoang (bao gom ¢éa block xoang nhi).

- Ha huyét 4p nghiém trong (huyét ap tim thu <85 mmHg).

- Sée tim.

- Bénh phdi téc nghén min tinh (COPD) vdi co thit phé quan hojic hen phé quan (xem phén
Canh bao va than trong).

CANH BAO VA THAN TRONG

Thin trong dic bidt trén bénh nhin suy tim

Trong diéu trf suy tim man tinh, carvedilol nén chi yéu ding phox hop cung vdi thube loi tiéu,
thudc e ché men chuyén, digitalis va‘hodc thubc g;an mach. Piéu trj nén bat diu dudi sy gidm
st coa bac s1 bésh vién. Chi nén bt diu diéu tri néu bénh nhan d4 011 dinh véi liéu phap co ban
théng thudng trong ft nhat 4 wan. B(}‘I‘lh nhin suy tim ning, méit mudi va nude, ngudi cao tudi
ho#c bénh nhén ¢d huvét ap co ban Thdp nén duge theo doi trong khoang 2 gid sau khi dung liéu
ddu tién hodc sau khi ting liéu do c6 thé xay ra ha huyet ap. Ha huyét 4p do gidn _mach qué mic
dugc didu 1 buée dau béncr cach gidm lidu thudc loi tiéu. Néu cac tridu ching van tiép dién, cé
thé gidgm lidu th}loc {rc ché men chuyén. Khi bit diu didu tri hosic trong khi didu chinh Léu
carvedilol, co thé xuét hién tinh trang suy tim néing hon hodc giff nude. Trong nhimg trudng hop
ndy, nén ting lidu thude loi tiéu, Tuy nhién, vai trudng hop can thiét phai giim lidu hojc ngimg
didu 1§ véi carvedilol. Khdng nén tang lidu carvedilol trudc khi kidm sodt duge cdc triéu chimg
do suy tim njng hon hoc ha huyét ap do giin mach.

Sy suy giam chite ning thin c& thé phuc hbi duge quan sar thay khi didu tri carvedilol cho bénh
nhén suy tim huyét 4p thip (huyét ap tam thu <100 mm Hg), bénh tim thiéu méu cye bd va bénh
mach mau lan tda va/hojdc suy gisdm chire nang than nén téng. Bénh nhén suy tim ¢6 cac véu t6
nguy co nay nén duge theo ddi chirc ndng thin trong khi didu chinh liéu carvedilol. Néu chirc
nang thén kém di ddng ké, phai giam liéu carvedilol hosic ngimng didu tri.

Thén trong khi diéu tri phdi hop chg;talls VOl carvedllol & bénh nhin suy tim man tinh, do
digitalis va carvedilol déu kéo dai thdi gian din truyén nhi thit {(xem phan Tuong tac thubc).

Thén trong lién quan dén carvedilol vii thudc chen beta néi chung

Cac thude ¢b tac dung chen beta khong chon loc cé thé Gay dau ngue ¢ céc bénh nhén méc chiing
dau thit ngyc Prinzmetal. Khong c6 kinh nghiém 18m sing vé sir dung carvedilol trén nhimg
bénh nhén nay, midc du tic ddng chen alpha cla carvedilol ¢6 thé ngin chin cic tridu chimg nay.
D vay, nén thén trong kiu sir dung carvedilol cho bénh nhan nghi ngd mac chitng dau that nguc
Prinzmetal.

Bénh nhan méc bénh phdi tic nghén min tinh kem co thiit phé qua.n Kkhéng duge didu tri bang
thudc udng hodc hit thi chi nén ding carvedilol néu loi ich dy kién cao hon nguy co ¢6 thé xay
ra. B¢nh nhan nén dugc theo déi chit ché trong giai doan diu dléu tri, va nén giam vige diéu
chinh lidu carvedilol v lidu carvedilol trong trurémg hop co thit phé quan.

Carvedilol c6 thé che ddu cac triéu chimg va ddu hiéu cia ha dudng huyet cép D61 khi viée suy
glam kiém soat duong huyét & bénh nhdn dai thao dudng va suy tim ¢b thé xay ra, ¢6 lién quan
dén vige sit dung carvedifol. Do d6. cAn theo dai chit ch& bénh nhén d4i thio dudmg didu tri véi
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carvedilol béng cach do dudng huyét thudng xuyén, dac bi¢t Ja trong thoi gian didu chinh lidu, va
diéu chinh liéu thudc diéu tri i thdo dudmg khi can thiét (xem phin Tuong téc thudc). Péng
theri nén theo doi chit che mifc duéng huyét sau khoarxg thdi gian doi dai hon.

Carvedilol co (hé che gidu cée dic diém (tri¢u chimg va ddu hiéu) cta nhiém ddc gidp.

Carvedilol ¢6 thé lam cham nhip tim. Néu mach gidm xudng dudi mirc 55 nhip/phtt va xudt hién
céc triéu ching lién quan dén cham nhip tim, thi nén giém‘]iéu carvedilol.

Khi ding dimg theri carvedilol vdi cac thude chen kénh canxi nhu verapamil va diltiazem hodic
véi cae thube ching loan nhip tim khéc, dic biét 1a amiodaron, phai theo dai huyct ap va dién
tdm dd cia bénh nhan. Nén tranh dimg phoi hop thude dudmg tinh mach (xem phén Tuong tac
thude).

Thén trong khi phéi hop véi cimetidin do c6 thé lam ting tac dung cta carvedilol (xerm phin
Tueng tac thude).

Nhiing ngudi deo kinh 4p trong nén dugc khuyén cdo vé khd ning giam tiét nudc méit cia thude.
Cén thén trong khi s dung carvedilol cho nhitng bénh nhén cé tién s phan Gng qué min nghiém
trong va nthimng ngudi dang didu tri gidi man cam vi thude chen beta c6 thé 1am ting ca tinh nhay
cam véi chét gy di wmg 1in mirc d6 nghim trong cta phén (ng qué én. Thén trong khi ké
thudc chen beta cho bénh nhan méc bénh viy nén vi phin (ng trén da ¢é thé wim trong hon.
Thén trong khi*dimg carvedilol cho nhimg bénh nhan mac bénh mach mau ngoai vi, do thude
chen beta c6 thé 1am tram trong thém céc tri¢u chimg cua bénh. Tuong ty v6i nhitng ngudi mic
hdi chimg Raynaud, vi cac triéu cluing c6 thé xuét hién nhanh hon holic trim trong hon.

Nhitng hénh nhén da biét ¢6 tinh tiang chuyen héa kém debrisoquin nén duge theo ddi chit ché
trong qué trinh bat ddu didu trj (xem phén Duge dong hoe).

Vi kinh nghiém 1am sing con han ché, khong nén ding carvedilol cho bénh nhéin ting huyét 4p
khéng 6n dinh hogc thir phat, loan nhip tim, bénh viém tim cép tinh, huyét dﬁn g lién quan dén thc
nghén van tim holic dong chdy, bénh ddng mach ngoai vi giai doan cudi, didu tri dong thoi voi
chét dbi khang thy thé al hodc chét chi van thu thé a2.

O nhimg bénh nhén v 1€ bao ra crém (phdeochromocytoma) nén didu trj bing thudc chen alpha
wrude ki ding bit ky thudc chen beta ndo. Mac dix carvedilol ¢6 tédc djng chen alpha va beta, van
chua ¢6 di kinh nghiém trén bénh nay. do 46 cin phai thin trong khi diéu tri cho nhiing bénh
nhan nay.

Do ¢6 tic dung wic ché din truydn, nén thén trong khi dimg carvedilol cho bénh nhin block tm
do mdt.

Thubc chen beta lam giam nguy co loan nhip tim khi gy mé, nhung ciing ¢6 thé 1am ting nguy
co ha huyét ap Vi thé cin than trong khi st dung mot sé loai thudc gdy mé. Tuy nhién, céc
nghién céru méi hon cho thiy lgi ich cla thude chen beta trong viée ngiin ngira bénh tim sau phiu
thudt va giam ty 18 bién chivng tim mach,

Ciing nbhw céc thue chen beta khac, Lhong, nén ngung carvedilol mot cach dot ngdt, ddc bigt 4p
dung cho nhiing bénh nhin bénh tim thiéu mau cue bo. Carvedilol phdi dugce ngtmg dan din
trong vong hai tadn, vi du: bing cich giam mot nua liéu hang ngdy sau mi ba ngay. Trudmg hop
cén thiét, nén bt dau diéu i thay thé cing lic dé phong nglra tinh wang dav thit ngue ndm
trong homn.

Caraten ¢6 chira lactose monohydrat va sucrose. Bénh nhén c6 céc van @ di truyén hiém gip
khong dung nap galactose, khéng dung nagp fructose, thién hut Lapp lactase hodc kém hip thu
glucose-galactose, thiéu hut sucrase-isomaltase khéng nén ding thudc nay.

© PHU N €O THAI VA CHO CON BU

Phu nit co thai
Khong cé dit lieu day di vé viée sir dung carvedilol cho phu nit ¢6 thai. Céc nghién clru trén
ddng vét cho thiy ¢6 ddc tinh sinh san. Nguy co tiém 4n cho con ngudi 1a khéng xac dinh.

EVEIREE:
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Thudc chen beta Iam gidm tudi mau nhau thai, c6 thé din dén thai chét trong 1 cung, sdy thai va
sinh non. Ngoéi ra, cac tac dung khéng mong mudn (dsfzc biét 1a bha dxrc‘mg huyét, ha huyét ap,
nhip tim chim, &c ché h6 hip va ha than nhiét) co thé xay ra & thai nhi va tré so sinh. Nguy co
bién chimg tim v phdi & iré so sinh trong giai doan sau sinh ting. Khong nén sir dung carvedilol
trong thdi k¥ mang thai trir khi thét cin thiét (néu loi fch cho ngudi me cao hon nguy co tiém 4n
cho thai nhiftré so sinh). Nén ngimg diéu tri 2-3 11gay trrde du sinh. Néu khéng thé thuc hién
didu nay, tré sinh ra phai dugc theo doi trong 2-3 ngay dau doi.

Phy nit dang cho con bu

Carvedilol 13 chat wa diu va theo két qua tir cic nghién ciru trén dong vét dang cho con b,
carvedilol va cac chit chuyén hoa cia nd dugce bai tiét qua sira, va do do, nhiimg ba me dang diéu
tri carvedilol khoéng nén cho con b,

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Thude it anh huéng (}‘én‘khé néng lai xe va st dung may moéc. Mt s6 ¢4 nhén ¢6 thé bi giam tinh
t40, dac biét 14 khi bat dau didu oj va khi diéu chinh liéu.

TUONG TAC THUOC

Thude chong loan nhip tim

Di c6 bao cdo vé cac trudng hop ridng 1é bi rdi loan din truyén (huyét dong hiém khi bi anh
hudng), néu dimg ddng thai carvedilol dudng uéng va diltiazem, verapamil va/hoic amiodaron
dudng udng. Ciin g nhu céc thudc chen beta khic, nén theo dai chit ché dién tdm d6 va huyét 4p
khi dung déng thoi thude chien kénh canxi loat verapamil va diltiazem do nguy co réi loan dan
truyén nhi that hodic nguy co suy tim (tic dung hiép dong) Cén theo d6i chit ché trong trudmg
hop ding ddng thdi carvedilol va lidu phép amiodaron (uong) hozc thude chéng loan nhip nhom
L Chfém nhip tim, ngimg tim va rung thit d3 duoc bdo cdo ngay sau khi bit ddu diéu tri bang
thuoc chen beta & nhifng bénh nhén ding amiodaron. C6 nguy co suy tim trong truéng hop diéu
tr] doncr thoi véi thude chong loan nhip nhom Ja heic Ic dudng tinh mach.

Diéu tri ddng thdi voi reserpin, guanethidin, methyldopa, guanfacin va cdc chit {c ché
monoamin oxidase (ngoai trir chit (c ché MAO-B) c6 thé din dén gidm nhip tim nhiéu hon.
Khuyén khich theo déi cac ddu hiéu quan trong cda ha huyét ap.

Dihydropyridin .
Dihydropyridin va carvedilol nén duge sir dung dudi sy gidm sat chit ¢ché do di ¢b bao cao vé
suy tim va ha huyét ap nghiém trong,

Nirat
Lam ting tdc dung ha huyét 4p.

Glycosid tim

Swr gia ting ndng d6 & trang thai 6n dinh khoang 16% cia digoxin vi khodng 13% cia digitoxin
d4 duge ghi nhin & nhimg bénh nhan ting huyét 4p lién quan d&én vide st dung d{’ing thoi
carvedilol va digoxin. Khuyén cdo theo d6i ndng dd digoxin trong huyét twong duge khi bit dau,
ngimg hodc didu chinh viée didu tri bing carvedilol.

Thube ha huyét dp khdc
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Carvedilol c6 thé 1am ting tic dung cua céc thudc ha huyét 4p ding dong tho1 khde (vi dy thude
dbi khang thu thé al) va cic thude co tac dung khdong mong mudn gay ha huyét ap nhu
barbiturat, phenothiazin, thuéc chdng trim cam ba vong, thudc giin mach va rugu,

Cyclosporin

D3 quan sat thiy ndng d6 day trung binh cta cyclosporin tang nhe sau khi bét diu didu tri bing
carvedilol ¢ 21 bénh nhin ghep than bi thai loai mach mau man tinh. Khoang 30% bénh nhan
phai giam liéu cyclosporm de duy tri néng d6 cyclosporin trong khodng lidu didu tri, trong khi
nhimg ngudi con lai khong cin diéu chinh heu Liéu cyclosporin gidm trung binh khoang 20% &
nhiing bénh nhén nay. Do liéu diéu chinh can thiét clia ting ¢4 nhin khac nhau, nén theo ddi chat
ché ndng dd cyclosporin khi bit ddu didu trj bang carvedilol va diéu chinh liéu cyclosporin cho
thich hop.

Thube ha dwdng huyét bao gom insulin

Tac dung ha dwdng huyét cia insulin va cac loai thube uéng dién tri tiéu duéng cb the bi téng
1én. Cac triéu chimg ha dudmg huyét cé thé bj che 14p. O bénh nhén déi théo dudng, cén thudmg
xuyén theo d3i ndng dd dudmg huyér,

Clonidin
Khi ngimg diéu tri ca carvedilol va clonidin, nén nging carvedilol vai ngdy trudc khi ngimg
clonidin bing cach giam Héu tir tir.

Thude gdy mé qua duong ho hﬁp
Thén trong khi g&y mé do hiép ddng tac dung co co 4m tinh va ha huyét 4p cha carvedilol véi
mdt 56 loai thude gay mé.

NSAID, estrogen va corticosteroid
Tac dung ha huyét dp cha carvedilol bi gidam do gilt nudce va natri.

Thudc cdm wng hodc trc ché enzym cytochrom P450

Bénh nhan phai duge theo ddi chit ché trong qua trinh diéu i ddng théi céc thudc gy cam Gng
{vi dy nhu rifampicin va barbiturat) hodc {rc ché (vi du: cimetidin, ketoconazol, fluoxetin,
haloperidol, verapamil, erythromycm) enzym cytochromn P450 véi carvedilol vi nong a6
carvedilol trong huyét thanh cé thé giam boi chét gdy cam Umg va ting 1én bdi cic chit e ché
enzym.

Rifampicin lam gidm ndng 49 trong huyét twong cia carvedilol khoang 70%. Cimetidin lam t3ng
AUC khoang 306% nhung khéng 1am thay déi Cmax. Cin chii ¥ céc bénh nhin ding cic chit cdm
{mg oxidase chirc ning hdn hop, vi du: rifampicin, vi néng ¢6 carvedilol trong huyét thanh c6 thé
gidm, ho#ic cac chét trc ché oxidase chirc niing hén hop, vi du cimetidin, vi néng do trong huyé't
thanh ¢ thé ting 1én. Tuy nhién, dua trén tac dung cia cimetidin déi v6i ndng 4 thubc
carvedilo! twong ddi nho, kha niing xay ra trong tic quan trong vé mit 1im sang 14 rdt nho.

Cic thube kich thich thin kink giao cdm voi tdc dung trén receplor a va receptor
Nguy co ting huyét ap va chim nhip tim quéa mirc. -

Ergotamin
Lam ting co mach.

Cic thude cften-t{z&n kinh co
Lam tdng chen than kinh co.
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TUONG KY

Do khéng c6 cic nghién ciru vé tinh trong ky cia thude. Khong trén 1an thude nay véi cac thude
khac.

TAC DUNG KHONG MONG MUON

fa) T(fng quan
Tén sudt cha céc tic dung khéng mong mudn khén g phu thude vao lidu dung, trir chéng mit, bét
thudmg thi lue va nhip tim cham.

() Bing ligt ké cdc téc dung khong mong mudn

Nguy ¢o cla hiu hét céc tic dung khéng mong mubn lién quan dén carvedilol twong tu nhau trén
tat ca céc chi dinh.

Cac ngoai 16 duge mb ta tai muc (c) phia dudi.

Phéan loai tan sudt nhur sau:

Rét thudmg gap > 1/10

Thudng gap = 1/100 va <1/10

it giip > 1/1.000 va <1/100

Hiém gip > 1/10.000 va <1/1.000

Rat hiem gap <1/10.000

Nhiém khudn vé nhiém kY sink tring

Thudng gap: Viém phé quan, viém phdi, nhiém triing dudng hé hap trén, nhidm tring dudmg tiét
niéu.

R6T logn mdu va hé bach huyé't

Thuong gip: Thiéu mau.

Hlem gap: Gidm tiéu ciu.

Rét hiém gip: Gidm bach chu.

Réi loan hé mién dich

Rét hiém gdp: Qué man (phan tng di img).

R6i loan vé chuyén héa va dinh duing

Thudng gip: Tang cén, ting cholesterol mau, gidm kiém soat dudng huyét (ting duong huyét, ha
dudng huyét) & bénh nhén mic bénh tidu dudng tir truée.

R loan tdm thin

Thudng gip: Trim cam, tam trang chan nan.

it gap: R&i loan giéc ngh, ian.

R61 loan hé than kink

Rét thwéng giip: Chéng mat, nhic dau.

it gap: Ngat, tién ngét, dj cam. ey
R6i loan thi gide ‘fﬁ;
Thudng gip: Giam thi lue, gidm tiét nude mit (khs mét), kich tng méit. Vi

Réi loan hé tudn hodn GAl
Rit thudng gép: Suy tim. X ,H
Thudng gap: Nhip tim chdm, phu, ting kali mdu, qué tai tuén hoan. KE G
It gap: Block nhi thét, dau thit nguc. o
Rai loan mach mau ‘ﬁf“'

.

Rit thirdong gap: Ha huyét ép.
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Thucmg gap: Ha huyét ap fir thé, ri loan tun hoan ngoai vi (lanh déu chi, bénh mach mau ngoai
vi, dau cich hdi & chan va hién tugng Reynaud).

Réi logn hé hdp, long ngire va trung that

Thudng gap: Khé thd, pht phdi, hen phé quan & bénh nhan cé co dia d& mic.

Hiém gap: Nghet miii,

Réi logn tiéy hiba

Thuong gip: Budn ndn, tidu chiy, nén ma, khé tiéu, dau bung.

Hiém gép: khd miéng.

R6i logn gan mat

Rat hiém gip: Tang ALT AST va GGT.

Réi logn da va cée t6 chire duéi da

fr gap: Phan img da (vi dy: phat ban dj dng, viém da, may day, ngla, vay nén va t6n thuong da
dang }lchcn phing, ting tiét md hoi), rung toc.

Rat hiém gép: téc dung khéng mong mudn nghiém trong trén da (vi dy: héng ban da dang, hoi
Lhung Stevens-Johnson, hoai tir biéu bi nhiém dc).

Réi loan co xwong va mo lien két

Thudng gdp: Dau dau chi.

R6i loan thin va tiét niéu

Thudmg gip: Suy thdn va 16i loan chirc nang thin & bénh nhén bj bénh mach méu lan tda va/hoic
suy giam chirc néng than nén tang, rbi loan tiéu tién.

Rét hiém gap: Sén tidu & phu nir.

Réiloan he sinh sém va vit

it gap: Rm loan cuong duong.

Cdc réi loan chung va tai vi tri ding thude

Rit thudng gip: Suy nhuge (mét moi).

Thudng gap: Dau.

(¢} M5 fd mt Sa tac dung khiong mong muén

Chong mat, ngét, nhirc déu va suy nhuge thuong nhe va thuong xay ra khi bit dan diéu tri.

o) nhiimg bérh nhan b; suy tim sung huyet tinh trang suy tim v& {r dich ning hon c6 thé xay ra
khi diéu chinh ting lidu carvedilol (xem phan Cénh bao va thén trong).

' Suy tim la m{t téc dung khong mong mudn duge béo cdo 1a thudng giip & c& nhém bénh nhén
didu tri bang g4 dvge va nhdm carvedilol (tuong tng [a 14,5% va 15,4% & bénh nhan t5i loan
chirc nang thét trai sau nhdi mau co tim cap).

Suy giém chirc nang than c6 thé phuc héi d duge ghi nhén khi diéu tri carvedilol & bénh nhan
suy tim man tinh ¢6 huyét ap thép, bénh tim thidu méu cuc b va bénh mach méu lan tda vashoic
suy gidm chirc ndng thén nén tang (xem phin Canh béo va than trong)

Thuoc nhom chen thy thé beta~adrenergic cé thé lam phat bénh cac truong hop tiéu dudng tidm
4n, 13m bénh tscq dudng ndng thém va e ché hé thong digu hoa nguoce dudng huyet

Carvedilol €6 thé giy son tiéu & phy nir, nhitng tredng hop nay sé ty khdi khi ngimg thubc.

Hywong din cich xir tri ADR
Co thé glam thiéu nguy co cham nhip tim va téc dung khong mong mubn khdc bang cich bat dau —_
didu m v6i 1iBu thip, i ting din liéu, theo ddi cin thin sb do huyét ap thm truong va tén s6 tim, gy
va uong carvedilof cing thire an.

s
Cén giam lifu néu tdn sé mach gidm xudng dudi 55 chu ky mdi phiit. Tranh ngimg thubc dgt i

N
ngdt. -
Ngudi bénh phéi tranh diing 1én dét ‘ngdt hodc t.‘hmg yén trong thoi gian dai; cin nim nghi néu igf;
thdy chéng miit hojc 13 di va hoi ¥ kién thy thudc vé giam liéu. o

P
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Théng bdoe ngay che bic sy hodic duwgc sp nhiing phin img c6 hai gdp phai khi sir dung thubc.
QUA LIEU VA DPIEU TRI

Qua lidu carvedilol va mot s6 thubc chen thu thé beta khic thudmg gy ra tut huyét 4p, chim nhip
tim, suy tim, sdc tim, ngt‘rncr {im.

Ngoai ra, carvedilol con cé the géy ra co thit phe quén, ndn, I lén, dong kinh toan thé.

Khi ¢6 céc triéu chimg qué lidu bénh nhin cén phai duge nim dau thip va dua vao khu cép ciru.
Trude hét bénh nhén phai duge ria da day, sau dé thy vao ddu hidu qué lidu s& tién hanh céc
budic sau:

Néu nhip tim rat cham: Tiém tinh mach atropin 2 mg.

H trg chic ning tim: Tiém tinh mach glucagon 5 mg nhanh trong 30 gidy, tiép theo dung
dobutamin hoéc isoprenalin hodc adrenalin dya {rén can néng cua bénh nhén.

Néu nhip cham khﬁng dép mg véi thube cAn phai deflt may tao nhip tam thoi cho bénh nhén.
Trudng hop xudf hién ddu hidu co thit phé quan cin tiém tinh mach aminophylin.

Néu xuit hign diu hiéu dong kinh, tiém tinh mach chim diazepam ho#c clonazepam.

Trudng hop qua lidu cé déu higu sdc tim ning, cin tiép tuc duy tri phac dé trén trong vong 7 - 10
gior.

HAN DUNG

24 théng ké tir ngdy san xudt.

PILU KIEN BAO QUAN

Bao quan noi kho réo, nhigt dd dudi 30°C.

QUY CACH PONG GOI

Hép 10 vi x 10 vién,

TIEU CHUAN CHAT LUQNG CUA THUOC
USP,

CO SO SAN XUAT

BERLIN PHARMACEUTICAL INDUSTRY CO., LTD
222 Romklao Road, Klongampraet, Latkrabang, Bangkok 10520, Thai Lan

CO SO PANG KY

PARADIGM PHARMA (THAILAND) CO., LTD.,
No.87, M Thai Tower 15th Floor, All Seasons Place, Wireless Road, Lumphini Sub-District,
Pathum Wan District, Bangkok Metropolis, Thai Lan.

PARADIGM
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